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Dear Dr. Schultz: 

On behalf of AdvaMed’, we are writing to bring to the attention of the Agency events 
involving actual serious injury associated with the use of reprocessed., sing 
This is a follow-up to the letter from AdvaMed dated August 13 expressin 
CDRH’s recent decision to extend, by 90 days, the deadline for third-party reprocessors of 
single use devices (SUDS) to provide adequate Suppletiental ~~~~t~o~ Submissions as 
specified by Section 302 of A. 

Adverse Events Asso 
An AdvaMed member company recently received a rep& that a reprocessed heart positioner 
failed during surgery. Heart positioners are used to mampulate the heart for access to vessels 
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during beating heart bypass and other c ac surgical p~ed~res. 
cardiovascular surgeon cut a patient’s heart when the positior~r ftil 
heart during a CAF3C procedure. The surgeon was forced to repair t 
the patient to excessive bleeding and a longed procedure that in itself has risks such as 
compromised hemodynamics of the heart (leading to patient instabihiy) and infection. Based 
on a conversation with the surgeon, the company learned that the ~o~~tio~er had been 
reprocessed in such a manner that the foam gasket used on the suction cup to grasp the heart 
had decomposed due to reprocessing. Subsequent testing by the comply confirmed this 
specific failure mode. 

In another case, a reprocessed endoscopic vein h~es~g.system failed when a piece of 
shrink tubing broke free .of the device and became lodged in a patient’s leg. In this case, the 
physician was forced to ‘fish’ the dislodged part out of the patient’s leg. As in the heart 
positioner case, the malfunction exposed the patient to excessive bleeding and a prolonged 
procedure. FaiIure analysis of the returned device by the original equipment rn~~~t~cr 
(OEM) found that the shrink tubing that broke free had deteriorated due to mult.ipXe 
sterilization cycles. 

These unfortunate incidents raise two fundamental issues that require careful consideration 
by the Agency: 

1) In both instances, the hospital contacted the OEM rather than the reprocessor, as 
,required by IWXJFMA, Based on these cases, it appears that user facilities do not 
understand that reprocessors are .considered manufacturers an are not 
responsible for any performance associated with reprocessed believe this 
ispeaks to the fact that additional education within user facilities is needed on this 
subject. 

2) Since the OEM in these situation is not required to report the incident per t 
this can lead to under-reporting or non-reporting of the failures associated with 
reprocessed devices. Under-r~o~~g can lead FDA, bospi~s~ reprocessors and the 
public to have inaccurate perceptions of the safetyand efficacy of reprocessed 
devices. 

Because of the public health implications associated with the fells of these reprocessed 
devices, the OEM plans to provide additional information to A ogling these cases. 

Two AdvaMed member companies have engaged 
stabilizers and positioners. The first firm used an i 
imaging center to evaluate ,the clear-dine 

testing of reprocessed beart 
ade,~c~~y ~f~~ated 

reprocessed heart stabilizers using a scien~~c~y ven grottos. The ev 
conducted at the request of providers who questioned whether or not the 



only devices could be effectively cleaned and sterifi 
The findings identified that 9 out of 10 reprocessed 
contamination and bio-cant 
of 10 reprocessed devices h 
or totahy occluded opening 
the anastomotic site stable during beating heart surgery. The 10 samples evaluated included 
two different product generations and samples from both reprocessors who re-sterilize these 
devices. 

The second member company also used an independent test bousc: for their evaluation on the 
effects of multiple reprocessing cycles on both heart stabilizers and positioners. Two out of 5 
stabilizers were found to be contaminated after one cycle of re~r~essiug, posing a high 
potential risk for infection. Furthermore, these stabilizers exhibited ~h~i~a~ defects after 
multiple cycles of reprocessing. As for positioners, all devices included in the testing 
exhibited the inability to properly maintain stabilization (suction) with the heart after 3 
reprocessing cycles. 

These data clearly demonstrate that the reprocessing of these single use only devices was not 
properly validated. As a result, the devices were not fully cleaned and .exbibited material 
degradation and biological contamination. The condition of the reprocessed heart stabilizers 
and positioners brings into question the safety and functionality of these devices, potentially 
puts patients at risk and suggests that healthcare providers may be ~~iufo~~d as to the 
cleanliness and equivalency of reprocessed heart stabilizers and pasitioners to new devices. 

These data are being assembled for submission to FDA by the 0EMs in coxljunction with a 
request to remove the exemption for he stabilizers and positioners. 

ays in Prcaper ~~s~ca~~o~ of and PQsi~~e~s 
stabilizers and positioners contmue categorized improperly as exempt devices. 

More than a year ago, on August 7,2003, Advalvled submitted a comment letter to the 
MDUFMA docket (#02N-0534) urging that the “exemption for this device be terminated and 
that the FDA immediately place the device on ‘List I,” the critical device list. As noted in our 
August 7* letter, FDA appropriately categorized the device as %itic@” according to the 
SpauIding criteria but has failed to place the device on the cr$cal device 1ist. As a result, 
these devices have continued to be viewed by reprocessors as exe from the requirement 
to submit validation data. Based on the case cited above, as well iud~~~~nt analysis, 
we believe these devices pose potential harm to patients and that A should imme~ate~y 
terminate the exemption from premarket notification. 

In summary, AdvaMed remains concerned that adverse events inv~~v~~~ reprocessed single 
use devices are being unde~epo~ed either due to the general lack of ~~w~ed~e of the proper 
pathway for reporting such events or the inability of users to ~pp~~~~t~~y identify the 
manufacturer (i.e., the reprocessor). Adval@ed believes that the r~~r~cessiug of devices 



designed for single use is extremely result and we shah coning to ~~os~Ky monitor the 
review results of the remaining 80% of the Supple ~b~ssio~s for which 
FDA has extended the deadline. Further, in light 
Equivalent) rate for the ~u~~le~ent~ V~i~on Submissions for which r&nations have 
already been made, we are concerned about the mal public heaitb dsks ~~~ci~ed with 
reprocessed single use devices, such as those described above. As we have seen, serious 
injury events are real and have already begun to OCCLK 

Again, as noted in our August 13* letter to FDA, reprocessed single use devices that remain 
on the market au additional 90 days, whose validation data my ~ti~~ate~y be deemed 
unacceptable, and partidularly those where patient injuries have occurred, may create a 
significant risk to patients. For the reasons described h&in, we believe this extension 
clearly does not represent the best interests of those patients on whom reprocessed single use 
devices may be used. 

Respectfully, 

Tara Federici 
Associate Vice Presideut 
Technology and Regulatory Affairs 

cc: Dan Troy, Esq. 
Donna-Bea Till&m, M.D. 
Joanne Less, Ph.D. 
Tim Ulatowski 


